t 



s\ United States FXtent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 

United States Potont and Trademark Office 

Address: COMMISSIONER OF PATENTS AND TRADEMARKS 

Washington, D.C. 20231 

www.uspto.gov 



| APPLICATION NO. [ FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. [ CONFIRMATION NO. 



09/744,698 



05/14/2001 



John M. Kirwan 



F0397/7050 



3328 



7590 

Timothy J Oyer 
Wolf Greenfield & Sacks 
Federal Reserve Plaza 
600 Atlantic Avenue 
Boston, MA 02210-2211 



09/12/2002 



EXAMINER 



GHAFOORIAN, ROZ 



ART UNIT 



PAPER NUMBER 



3763 

DATE MAILED: 09/12/2002 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 

09/744,698 


Applicant(s) 

KIRWAN ET AL 


Examiner 

Roz Ghafoorian 


Art Unit 

3763 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 14 May 2001 . 
2a)Q This action is FINAL. 2b)l3 This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) K Claim(s) 1-57 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) 1-19 and 46-57 is/are rejected. 

7) E3 Claim(s) 20-45 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) H The drawing(s) filed on 14 May 2001 is/are: a)D accepted or b)E3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

11) Q The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 

Attachment(s) 

1 ) |U Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 



Information Disclosure Statement 



1 . The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609 A(1) states, "the 
list may not be incorporated into the specification but must be submitted in a separate 
paper." Therefore, unless the references have been cited by the examiner on form 
PTO-892, they have not been considered. 



2. The drawings are objected to under 37 CFR 1.83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the limitations in claims 
6, 9-13, 47-48, 49-55 must be shown or the feature(s) canceled from the claim(s). No 
new matter should be entered. 

A proposed drawing correction or corrected drawings are required in reply to the 
Office action to avoid abandonment of the application. The objection to the drawings 
will not be held in abeyance. 



3. Claims 20-45 are objected to under 37 CFR 1 .75(c) as being in improper form 
because a multiple dependent claim 19. See MPEP § 608.01 (n). Accordingly, the 
claims 20-45 not been further treated on the merits. 



Drawings 



Claim Objections 
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Claim Rejections - 35 USC §112 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 2, 3, 9-11, 16, 48 rejected under 35 U.S.C. 112, second paragraph, as 

being indefinite for failing to particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. 

a. Claim 2 lacks a transitional word such as comprising or consisting, there is 
no transition between the preamble and the body of the claim, therefore the 
limitations of the claim is unclear. Correction is required 

b. Claim 3 provides for the use of a surgical device, but, since the claim does 
not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where 
it merely recites a use without any active, positive steps delimiting how this use is 
actually practiced. 

Claim 3 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim 
under 35 U.S.C. 101. See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 
1967) and Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 
(D.D.C. 1966). 
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c. Regarding claim 9 it's unclear what the applicant is referring to when he 
recited " a fluid which forms at least one structure at the applicant site" , 
furthermore the applicant has not positively recited a fluid. In claim 3 the 
applicant recites a fluid in a functional language only, therefore the applicant 
cannot further limit a limitation in which it has only been described in a functional 
language. 

d. Regarding Claim 16 it's unclear if it is an independent claim or if it's 
dependent on claim 1 , please clarify. . In claim 1 the applicant recites a fluid in a 
functional language only, therefore the applicant cannot further limit a limitation in 
which it has only been described in a functional language. 

e. Claim 48 recites the limitation "a therapeutic agent" in line 7. There is 
insufficient antecedent basis for this limitation in the claim. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 



(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another filed in the United States 
before the invention by the applicant for patent, except that an international application filed under the 
treaty defined in section 351(a) shall have the effect under this subsection of a national application 
published under section 122(b) only if the international application designating the United States was 
published under Article 21(2)(a) of such treaty in the English language; or 

(2) a patent granted on an application for patent by another filed in the United States before the 
invention by the applicant for patent, except that a patent shall not be deemed filed in the United 
States for the purposes of this subsection based on the filing of an international application filed under 
the treaty defined in section 351(a). 



Claim Rejections - 35 USC § 102 
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5. Claims 1-3, 5-8, 16-19, 46, 49-57 are rejected under 35 U.S.C. 102(b) as being 
anticipated by U.S Patent No.5766157 to Tilton Jr. 

Tilton teaches a surgical device comparing of a cannula 25 an applicator 31 with 
an open tube, and a snap-fit ball and socket joint 37, limited orifice 1 12A, with a third 
unit 112, with all the units irremovably attached to each other. 

6. Claims 1 , 3-4, 9-1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by 
U.S Patent No61 46373 to Cragg et al. 

Cragg teaches a surgical device with a cannula 48, an applicator 46, and an 
adaptor 38. The catheter injects a liquid forming a solidification agent. 

7. Claims 1 , 1 5 are rejected under 35 U.S.C. 1 02(e) as being anticipated by U.S 
Patent No.6248092 to Miraki et al. 

Miraki teaches a device with a cauunla 20 and an applicator 12, the device can be 
sterilized via autoclave. (Col. 3, lines 50-55) 

8. Claims 1,12-1 3, 47-48 are rejected under 35 U.S.C. 1 02(b) as being anticipated 
by U.S Patent No.5817072 to Lampropoulos et al. 

Lampropoulos teaches a surgical device with a cannula section 24 and an 
applicator section 14, where the cannula has a radio-opaque marker 280 molded in the 
one of the modules. (Col. 16, lines 55-60) method of conducting the device comprises 
accessing a treatment site with a first device 10, though a cannula 12 wherein the first 
device is a single component device, and device can deliver therapeutic agent via 
lumen 38 to the treatment site via the first device, then a tube 14 is added to the device 
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altering the first device to the second device and the second device can also deliver 
therapeutic agent to the site via lumen 38. (Col.6, lines 15-20, Col.7, lines 1-10) 



9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roz Ghafoorian whose telephone number is 703-305- 
2336. The examiner can normally be reached on 8:30am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 703-308-3552 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 



Conclusion 



0858. 





RG [J) 
August 28720' 



BRIAN L CASLER 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 3700 



